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February 6, 1997 - “

Ronald S. Street, Sr.
President/CEO
Street Home Medical, Inc. .
1538 Watson Blvd. .
Warner Robins, Georgia 31093

60 8th StKA; N.E.

Mmb, Chmgia 30309 j- .“,.. .
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DW Mr. Street: .

An inspection of your medi~ oxygen tra.nsfilling facility was conducted on January 16, 1997,
by Investigator Jackie M. Douglas. Investigator Douglas documented @eral significant,..

0

deviations from the Current Good Manufacturing Practice Re ulations (@s ~ set forth in
Title 21 of the ~@k&UIS f

d!
(21 CFR), part ~ ~1 fie@ ~b~~’ d sMuse your

transfilled drug product, Oxygen VSP! to e acloltera
J %

within he fi ‘ ,ti o~ Section
SO1(a)(2)@) of the Federal ~~, btitkand osmeticAc (‘ e Act).

:’Mfq5it;z:

You have failed to assure that ~ co~~te@ mec!icaloxygen @uMf# ~ 4 ~ @l by your

4!$1>1

facility conforms to appro~i-i~e fiii s~tfitiudtIs, td ~cltide IM ,,
[iirelease. You have failed k k a cy der from each manifold ‘ “(” ‘ , ‘

purity as rquired. No differentiation is madebetween fiihg !w$ieq: “;: ‘,’k “. lhg’ purposes. .
4Lot designations are related to chtigu i! SU@y side ~ cylinders, as op~ , , $@fold filling”

sequences. For example, a rev]ew of yotk recent batch produc “o’
!)l~llM%!!e;h$manifold filling quences were not Ieskd on December 19, Deceht ~ , .

1996. .. .

You failed to properly calibrate th~ alyzer utilized for pu ‘ anaiysis on”transffld
cylinders. You could provide no assti

% {\l! I
‘% ~al Me~ibialk)n s~~’

priate suitability, quality, ~d ptt~tyt
~ y ~ ~ bJj!!idiE:

e calibration gas “n se aq
The suitability of this gascm d not be ~e\eilt@d due to h tia ~h C

IAnalysis” issued by yoti~supp Ier, Chr k!ivestlgatorakb noted your f~)’ \cj cfy theidentity
Hof the incoming bulk liquid oxygen received under certificate of an~ysl fr@, ~otk suppl(er.
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e You have failed to establish formalized writte” promlures which amira~ly reflect all of the
Jcurrent operations at your facility. The pr ures on file were ptivided by your transfilling .,

equipment manufacturer and are not always indicative~tif $? proceduks ac~y in u*. No j;
procedures are included which address the trandilli.ngof hquid oxygen. ~e p-.~~ dso xiti~..;

do not address the labeling of transfdled product, labeling controk, -s, or~mployee “(:j$ ,

training.
. /.:.‘. .---,

J
,,, . ..”,?’.Z.

Our investigator also noted the fdure to properly conduct prefill inspections oh cylinders.
Product labeling and lot numbers fkom previous manufacturershansfflers were obseiyd on
several cylinders recently filled at your firm. Some cylinders were notk-dto bear labeling from
both Street and other manufacturers. otier cylinders bore ho stt*\ $ilAiiig at ti! me
investigator also obsemxi an E cylinder with an expired hydrostatic @ da&’ h addition, you
have failed to monitor cylinder temperatures during filling. This rqukemeni k included in the
filling procedures on file, “ .

At the conclusion of the inspection, investigator Douglas issued MShi ‘ ,,tional Obsenations ~
r(FDA 483) to and discussedhis findings with you. Neither the abovedi IMsionof deficiencies,,,

nor the FDA 483, should be conshed as an all hclusive fist of tioiatiqns that may be in
existence at your firm, It is your responsibility to ensure that ill t+ti~ehtetitsof the Act are
being met at this facility. -

....

You should take immediate ac ,op lo COP
t L

correct these

e

deviations may result in leg Sancflons e ure and/or
I!##lfi ~h:;injunction, without further ,ot@ \@ yfW

(!warning letters invoking ,rugs ski that
considering the award of conhcl~.

in the letterhead.
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Sincerely Yours, :-

/4wd9*L


